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ike Presidents Desk 


White as the gleam of a receding sail, 

White as a cloud that floats and fades in air, 

White as the whitest lily on a stream, 

These tender memories are; — a fairy tale 
Of some enchanted land we know not where, 

But lovely as a landscape in a dream. 

— Holidays by Henry Wadsworth Longfellow 

Hello all, 

We hope you are having a joyous holiday season. As you unwrap your holiday 
gifts and spend time with your families, we hope you enjoy unwrapping this 
newmagazine and experience the year in review and the year-end table of 
contents summarized by our star Newsmagazine Editor Ajay Malik. We thank all 
of our contributors to our chapter and newsmagazine over the past year! 

With the transition to the new-year, we welcome our new members. We also 
welcome a new member to our chapter leadership team — Sharyn Batey will be 
joining us as the Employment Coordinator. Thank you Sharyn for joining our 
team! 

In this newsmagazine, Rebecca J. Anderson makes us laugh by suggesting 
alternatives to the transportation energy that Santa uses. We enjoy Stephanie 
Vargas’ journey from clinician to a medical writer, and the overviews about 
authorship by Dikran Toroser, guidelines for document designers by Deborah 
Meier Brown, and updates at the FDA and the EMA by Amanda Fisher and Wim 
D’Haeze, respectively. Ellen Klepack informs us about how a change in the pill 
appearance may affect patient nonadherence. Lana Christian takes a look at 
mentoring and Sunitha Rangaraju provides a nice overview of the October 
AMWA-SDRAN program about project management. 

We are planning more great events for the new year so stay tuned. Since our 
chapter is so widely spread geographically (our members extend from Santa 
Barbara into southern California and also into Nevada and Arizona), we are trying 
to hold more meetings in the northern part of our chapter (Santa Barbara, 
Thousand Oaks, Los Angeles). If you are interested in giving a talk or helping to 
plan a meeting in those areas, please feel free to contact us. If you wish to 
contribute to our newsletter, please contact our Newsmagazine Editor, Ajay Malik 
(ajay@amwa-pacsw.org). 

As our year draws to a close, I wish to thank you for all of your support and 
heartfelt appreciation to our chapter leadership. All of you are making this a 
wonderful chapter! 

Happy Holidays and best wishes for a Safe and Healthy New Year 
Donna 

Donna Simcoe, MS, MS, MBA, CMPP 
President, AMWA Pacific Southwest Chapter 
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EDITOR'S desk: 


The Y 


ear in 


Review 


The month of December evokes images of 
holiday season with colorful lights, winter 
specials in stores, and peppermint flavored 
lattes. For us at Postscripts, however, it is also 
the time to look back one last time before 
stepping forward and ringing in the New Year. 

At the start of the year 2014, Postscripts 
remembered the contributions of two of our 
respected members, Elizabeth Seton Stone and 
Alamada Barrett--Sue Hudson, Michele Vivirito, 
Tom Lang, Loraine Schacher and Lanie 
Adamson, shared stories about their friendship, 
and celebrated the contributions of these two 
members to our Chapter. 

Later in the July special issue, AMWA Fellow 
and past-president of our Chapter, Lanie 
Adamson published her autobiography, “Stories 
of my Life". Her story highlighted the many paths 
we take to become medical writers. A story told 
in another voice in more recent time by 
Stephanie Vargas in this issue of Postscripts, 
who left the clinician’s cozy world and took the 
challenge of establishing her medical writing 
career from scratch. 

As the year went on, Postscripts brought 
articles, reports, and educational pieces 
covering a large swath of the medical writing 
spectrum. 

We thank our chapter members Sally Fisher, 
Kelly Dolezal, Wim D’Haese, Ellen Klepack and 
Amanda Fisher for covering regulatory, 
publication practices, and safety and 
pharmacovigilance issues through a series of 
monthly updates and articles. 

The AMA guide is central to most medical writing 
projects — and, Dikran Toroser's monthly column 



“AMA-zing Style,” once again harvested pearls 
from the manual along with topics relevant to 
publication professionals. 

Susan Chang’s “de-MS-tifying Word” series not 
only provided best practices in regulatory 
document development, but also unfolded like 
origami the not-so-obvious tools and tricks 
hidden in Microsoft Word ribbon and menus. 

This year also saw a new series “Brain Candy” 
by Rebecca Anderson. She caps her series for 
this year with another humorous article on 
Santa’s energy conundrum. 

These are just a snapshot of topics covered in 
2014. The complete list is published in this 
issue as “2014 Table of Contents” on pages 218 
to 220. 

As this newsmagazine moves forward, we plan 
to keep expanding our offerings embracing yet 
untapped or under-represented areas, including 
medical marketing and design, technical writing, 
science writing, and web. We can't do this 
alone. We look forward to your ideas and 
support, and look forward to working with you. 

Happy Holidays. 

— Ajay K Malik, PhD 
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Santa's Energy Alternatives 


By Rebecca J. Anderson, PhD 


As the holidays approach, it’s time once again for 
that jolly old elf at the North Pole to begin the 
intricate planning for his one-night global blitz. The 
statistics are daunting. His route covers 4.6 million 
miles and 2.5 billion homes. He must get in and 
out of each house in just 34 microseconds. (That’s 
about one-tenth the time it takes for a housefly to 
flap its wings.) Efficiency is Job One. 

And the poor guy’s not getting any younger. He’s 
been working out daily in the toyshop to tone up 
his “nimbleness” muscles. To prepare for the 
binge-blast of milk and cookies, he’s been 
slimming down on a non-GMO, low fat, gluten-free 
diet. He consumes a year’s worth of carbs in one 
night, and Santa does not want to disappoint the 
“nice” boys and girls. 

In parallel, the Claus maintenance crew has been 
addressing the issue of fuel consumption. The 
sleigh streaks across the sky at 3,604 miles per 
second, and energy efficiency is top priority. Some 
years ago, they toyed with the idea of powering it 
with coal, but they soon realized that this retrofit 
would deplete the inventory Santa needs to fill the 
stockings of the kids who didn’t make the “nice” 
list. 

Santa has never seriously considered a gasoline 
motor. The gas tank would need to hold 92,000 
gallons, and the uncertainty in world oil supplies 
creates havoc with his budget, which is already 
tight. Santa is also sensitive to criticism from 
environmentally conscious parents who are 
concerned about greenhouse gases. 


solar power requires — ah — light. Santa always 
flies at night. 

Santa’s technical group is also intrigued by the 
latest innovations in battery-based electric power. 
Current liquid-cooled lithium ion batteries cost 
about 4 cents per mile, making them economical 
compared to other energy choices. Unfortunately, 
Santa would have to stop for recharging 
approximately 44,000 times during the evening 
flight — even if he could find recharging stations 
when he needs them, a significant headache on a 
night when on-time deliveries are super-critical. 

That brings Santa’s technical gurus full circle, back 
to the reindeer. At 0.006 cents per mile, their fuel 
source (vegetation) is certainly cost-effective. 
Rudolph and his buddies know the route by heart, 
and they have proven reliable year after year. As 
an additional eco-friendly measure, the technical 
wizards are now recycling the reindeer-generated 
waste. Poo-produced methane is an attractive 
alternative to natural gas. By capturing and 
harnessing that reindeer effluent, they are 
reducing airborne pollutants and slowing climate 
change. Unfortunately, there’s not much industry 
at the North Pole, except for the toy factory, and 
the technology for methane-based heat is still 
inefficient. So, until new technologies come along, 
Rudolph and his buddies’ plentiful leftovers are 
being recycled as organic fertilizer for Mrs. Claus’s 
garden. Happy Holidays! 


More recently, Santa’s technical division, Kris 
Kringle Inc., has been hard at work evaluating 
other options. They considered nuclear power, 
because the lifetime fuel cost of a uranium- 
powered sleigh is negligible. But the investment in 
building and maintaining a reactor — never mind the 
heavy shielding on the sleigh — made this option 
unworkable. The nuclear meltdown in Fukushima 
didn’t help. 

Solar energy is attractive as a limitless, clean 
power source, but tricking out the sleigh with 
custom-fitted solar panels would be very 
expensive. Even if he could solve that problem, 



About Rebecca Anderson 

Rebecca J. Anderson is a freelance 
medical writer and the author of two books, 
Nevirapine and the Quest to End Pediatric 
AIDS and Career Opportunities in Clinical 
Drug Research. Prior to medical writing, 
Dr. Anderson managed research and 
development projects for twenty-five years in the 
pharmaceutical/biotech industry. She holds a Ph.D. in 
pharmacology from Georgetown University. She lives in 
Southern California, and when she is not writing, she 
absorbs the sights and sounds of the West Coast’s rich 
culture and heritage. She can be reached at 
rebeccanderson@msn.com. 
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How I Moved From Cl inician lo MeJi ca 1 Writer 

Stephanie Vargas, MD 


Like many in medical communications, 
becoming a medical writer was never my life- 
long dream. When I was 12 years old, I never 
enthusiastically said, “I want to be a medical 
writer when I grow up!” What I did say was that I 
wanted to be a doctor. 

Well, I achieved that dream. I grew up in 
Northwest Indiana and went to Purdue 
University for my bachelors of science in biology 
and started medical school in 2007 at Indiana 
University, my choice school. In fact, although I 
applied to a handful of schools, it was the only 
one I interviewed at because I knew it was a fit 
for me. I put all my efforts into getting accepted 
there. Before I even started, I met with the dean 
at Indiana University, and he promptly called me 
“bold” for interviewing at only one school. I never 
considered myself bold before. Well now I know 
that he was right. 

When I graduated medical school in 2011, 

I entered residency for emergency medicine and 
made the move from the comforts of the familiar 
Midwest to the unknown of Philadelphia and the 
actual practice of medicine. And now it’s honesty 
time. After two years of practicing emergency 
medicine, I was absolutely miserable. Practicing 
medicine was much different than I thought it 
would be. This was a classic case of 
expectations not meeting reality. 

I could probably write a month’s worth of blog 
posts about my decision to quit medicine. There 
was so much I wanted to change but couldn’t. 
There was so much that didn’t sit well in my gut. 
So, in another bold move in my life, I chose to 
walk away from my first-choice residency rather 
than languish in medical practice until I crashed 
and burned. Most of my colleagues supported 
me but I knew that there were whispers that 
what I was doing was risky. After all, what would 
I do after walking away from residency? How 


would I pay back my student loans? Would I 
leave Philadelphia? 

I left my residency post in May 2013 and took 
the time I needed to make a solid plan for my 
future. I started researching the available 
options. This is how I discovered medical 
writing, and it wasn’t long until I found the 
American Medical Writers Association (AMWA). I 
also enrolled in the Medical Writing & Editing 
Certificate program through the University of 
Chicago, which allowed me to continue my 
education and build skills in the time that I was 
not working. 

Since then, I have done a lot of networking and 
job searching. The latter of which did not go as 
well as planned. One of the biggest hurdles to 
me finding a full-time job was geography. We 
live in Philadelphia and it seems that many 
medical communications agencies and 
pharmaceutical companies are located one to 
two hours away in Pennsylvania and New 
Jersey. It is honesty time again. I was also being 
a bit picky with my job hunt. 

This is why after about eight months of 
searching and not finding the job I was looking 
for, I decided to create my own job and start 
freelancing. I learned from networking that most 
freelancers start only after working for at least a 
couple years so they have the experience and 
know the ins and outs of the business. They can 
draw upon their professional connections and 
experience and everything that the books tell 
you that you need to start freelancing. I had 
none of that and knew it was a risk. But 
sometimes you’ve got to do what you’ve got to 
do. 

Currently, I am freelancing as an apprentice 
under someone I admire in the industry and 
have a steady stream of freelance work. Many 
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people have asked me how I did this. The 
answer is: networking. I cannot stress this 
enough. The sole reason that I have work is 
through networking and talking to everyone I 
could, both online through forums like Linkedln 
and in person at AMWA events. 

So, three years after graduating medical school 
and a year and a half after resigning from my 
residency post, I am fully entrenched in being a 
medical writer. The road I took to get here was 
very curvy, but I’m glad I took the scenic route to 
find, what I believe to be, the right career for me. 


About Stephanie Vargas, MD 



Stephanie Vargas, MD, is a freelance 
medical writer based in Philadelphia. A 
member of the AMWA Delaware Valley 
Chapter and Principal of Med Ink Writing 
& Editing, LLC, she applies her medical 
knowledge and clinical background to complete writing and 
editing projects for clients in a variety of therapeutic 
areas/disease systems. When not writing, she provides 
pro bono consulting services to local animal welfare and 
food co-op organizations. She can be reached via email: 
Stephanie.Vargas.MD@gmail.com or Linkedln 
(https://www.linkedin.com/in/stephaniecastormd). 



Save The Date for AMWA's 75th Annual Conference, 
September 30 - October 3, 2015, in San Antonio, TX 

Grand Hyatt San Antonio 

600 E Market Street, San Antonio, TX 78205 
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AMA -zing Style — ike AMA M anual of Style Column 


Dikran Toroser, PhD, CMPP, Amgen Inc. 


Authorship 

The designation of authorship is an essential component of publication development and execution. 1 Being 
listed in the authorship byline not only provides credit, but also accountability for the work. 2 

More than 50 years ago, Richard M. Hewitt, MD, described the ethics of authorship in an article entitled 
"Exposition as Applied to Medicine: A Glance at the Ethics of It." 3 The following sentence from Hewitt's article 
demonstrates an appreciation of the responsibilities and obligations of authorship: 

Authorship cannot be conferred; it may be undertaken by one who will 
shoulder the responsibility that goes with it. 


Authorship offers professional and personal rewards, 
but these rewards are accompanied by substantial 
responsibility. The ICMJE guidelines, first published 
in 1985, provide definitions of authorship. These 
guidelines are reviewed, revised, and updated 
regularly, and are the foundation for policies and 
procedures on authorship. ICMJE guidelines are now 
part of the Uniform Requirements for Manuscripts 
Submitted to Biomedical Journals, and have been 
adopted by most major journals. 

Authorship Definition and Criteria. According to 
the ICMJE guidelines, all authors should have 
participated sufficiently in the work to take public 
responsibility for the content. To take public 
responsibility, an author must be able to defend the 
content and conclusions of the article. Sufficient 
participation includes: 

i. Conception and design, or acquisition of data, or 
analysis and interpretation of the data, and 

ii. Drafting the manuscript or revising it critically for 
important intellectual content 

iii. Approval of the version of the manuscript to be 
published, and 

iv. Agreement to be accountable for all aspects of 
the work thereby ensuring that questions related 
to the accuracy or integrity of any part of the work 
are appropriately resolved 

To justify authorship, an author must meet each of 
the 4 criteria above. However, the term substantial 
contribution has not been precisely defined. 


Participation solely in the acquisition of funding, or 
the collection of data, or general supervision of the 
research group is not sufficient to justify authorship. 

Author Contributions. Authors may not be aware of 
the ICMJE authorship criteria. To inform or remind 
authors, many journals require attestation, in writing, 
on how they qualify for authorship and an indication 
of their specific contributions to the work. 

Corresponding Author. Every manuscript and 
published article should have at least 1 author who 
will serve as the primary contact and correspondent 
for all communications about the submitted work 
and, if it is accepted for publication, the published 
article. 

Deceased or Incapacitated Authors. In this event, 
the corresponding author can provide information on 
the deceased or incapacitated author 's 
contributions. 

Guest and Ghost Authors must not be included 
and should be eliminated from the byline. 

Guest (Honorary) Authors. The ICMJE guidelines 
state specifically that "general supervision of the 
research group is not sufficient for authorship" and 
that participation solely in the "acquisition of funding, 
collection of data, or general supervision" does not 
justify authorship. Such supervision and participation 
in the research project, however, should be noted in 
the Acknowledgment. 
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Ghost Authors and Ghost Writers. Ghost authors 
are those individuals who had participated 
sufficiently in the research or data analysis, and 
writing of a manuscript to take public responsibility 
for the work but are not named in the byline or 
Acknowledgment section. Ghost writers are not 
necessarily ghost author . For example, a writer 
may not have participated in the research or analysis 
of a study but may have been given the data and 
asked to draft a report for publication. Both ghost 
authorship and ghost writing are considered to be 
unethical. 

Medical Writers 

All major professional medical writing organizations 
have adopted policies discouraging guest and ghost 
authorship, and are creating increased awareness 
about the role of medical writers in the publication 
process. 

If participants in the project do not meet all the 
criteria for authorship but have made substantial 
contributions to the research, writing, or editing of the 
manuscript, those individuals should be named, with 
their permission, in the Acknowledgment along with 
their contributions, institutional affiliations, and 
conflicts of interest. 

To give proper credit to medical writers and authors' 
editors, journal editors should require authors to 
identify all persons who have participated 
substantially in the writing or editing of the 
manuscript. Substantial editing or writing assistance 
should be disclosed to the editor at the time of 
manuscript submission and mentioned in the 
Acknowledgment. 

Unsigned Editorials, Anonymous Authors, 
Pseudonymous Authors. The practice of publishing 
unsigned or anonymous editorials provides 
"vituperative editorialists” protection from potential 
retaliation for taking unpopular stand in the pages of 
their journals. Though, without named authors and 
affiliations, readers may lack information to judge the 
objectivity and credibility of the articles, but the 
prestige of the journal and its editorial board may 
provide sufficient credibility. Nevertheless, this 
practice while still a norm for newspaper editorial 
pages, has fallen out of use in most peer-reviewed 
journals. 


Occasionally, an author may request that his or her 
name not be used in publication. If the reason for 
this request is judged to be important (such as 
concern for personal safety or fear of political 
reprisal, public humiliation, or job loss), the article 
could be published without that author's name. 
However, this is very rare and should include careful 
consideration of the value of the information to be 
published as well as the potential risks to the author. 


Number of Authors. The number of authors whose 
names appear in the byline of scientific papers has 
increased steadily during the second half of the 20 th 
century. This may create a dilemma for the reader-- 
Which authors in a byline containing more than 100 
names actually wrote the paper? 

Order of Authorship. Before proposals for 
identifying authors' contributions began to be 
implemented, proposed guides for determining order 
of authorship ranged from simple alphabetical 
listings to mathematical formulas for assessing 
specific levels of individual contribution levels. Some 
suggestions include: 

i. The first author has contributed much of the work, 
including conception and planning of research 

(, Note : Some groups choose to list the most senior 
author last, irrespective of the relative amount of 
his or her contribution.) 

ii. Decisions about the order of authors should be 
made as early as possible (eg, before the 
manuscript is written) and reevaluated later as 
needed 

iii. Disagreement about order should be resolved by 
the authors 

Changes in Authorship. Changes made in 
authorship (ie, order, addition, and deletion of 
authors) should be discussed and approved by all 
authors. 

Group and Collaborative Authorship. This usually 
involves multicenter study investigators, members of 
working groups, panels, or committees. Such papers 
are also referred to as collective author papers. 
These groups can comprise hundreds of 
participants, and therefore, decisions about listing 
group authorship often pose some challenges. One 
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or more authors may take responsibility for a group. 
In this case, the byline might read as follows: 

Jacques E. Rossouw, MBChB, MD; Garnet L. 
Anderson, PhD; for the Women's Health Initiative 


See pages 127 to 140 in the AMA Manual of Style 
10 th edition for additional information. 

Acknowledgement: Thanks Are due to Ajay Malik, 
PhD, for editorial input. 



A Guide for 
Authors and 


THE EDITORS Oj 


The New Yorker 


The other nonauthor group members and their 
contributions may then be listed separately in the 
Acknowledgment or Supplement section. 

Authorship can be attributed to an entire group, 
although this practice is less common than the 
example given above. However, as with all articles, 
clear justification for all members of the group 
meeting all criteria and requirements for authorship 
must be made. 

Citation of Articles With Group Authors. Articles 
with authors from a large group have been difficult 
to locate in bibliographic databases and have 
resulted in citation errors and miscalculated citation 
statistics. To help resolve these problems, group- 
author articles should identify named individual 
authors who accept responsibility for specific 
articles and/or clearly indicate a preferred citation 
(eg, along with the abstract or at the end of the 
article). 
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GuiJelines for Document Designers — A Review 


By Deborah Meier Brown, B.S. 


With the nearly constant churning of new technologies, regulatory requirements, political socio- 
economic upheavals, and language idiosyncrasies, it’s increasingly difficult to believe business 
books and manuals published more than five years ago would be even remotely relevant. 

Fortunately, an exception to this scenario is the 30+ year old Guidelines for Document Designers, 
a free, handy little online book offering tips on 
how to write clear, concise English language 
business documents such as contracts, 
proposals, white papers, reports (and yes, I 
would add clinical research trials.) As AMWA 
members, it’s available for your use at 
http://www.amwa.org/guidelines_doc_design. 


guidelines i 
for 

document 



Note this is not a grammar manual. Don’t try to 
look up “i before e except after c” rules in this 
document. 

Originally published in 1981 per the National 
Institute of Education’s Document Design 
Project, this user-friendly 109-page reference is 
easy-breezy reading. 

While most AMWA readers will find many of the 
25 itemized recommendations common sense 


and elementary, I was pleased to discover a few 
nuggets of wisdom that were either buried too 
deep in my educational history to easily retrieve, 
or were never unearthed in the first place. 

Scientifically oriented writers (pretty much 
everybody reading this) will be intrigued by the 
fact each of the writing principles discussed in 
this book is backed by research into reader 
speed, comprehension, etc. 
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Topics covered range from recommendations for 
using ALL CAPS very sparingly ... to when and 
how to use bar graphs, tables and charts ... to 
limiting column width to 10-12 words (50-70 
characters) per line to enhance readability, etc. 
However, since the book itself is not updated, 
this research is often sparse and always quite 
old. 

Janice (Ginny) Redish, a PhD in Linguistics who 
was one of the key contributors to the 1981 
project, provides a justification for its 
contemporary relevancy via an updated 
introduction circa July 2014. Try not to skip over 
this intro, as it will provide insightful new info and 
context for maximizing the value of the following 


pages. A sample Redish update: Don’t use 
underlining for emphasis, even in a paper doc. It 
may confuse the reader, who could mistake it for 
an online link. 

In closing, I offer a brief, somewhat neurotic 
confession. Yes, while I regard myself as a 
professional PRAM (Public Relations, 
Advertising, Marketing) writer, I am aware -- due 
to time constraints, stylistic choices, a sense of 
gamesmanship, and maybe even a little laziness 
-- 1 have failed to follow some of the writing 
guidelines in said book while authoring this 
review. Why not check out the aforementioned 
link and find out how I could improve my writing, 
and dare I suggest, perhaps even your own? 


epub.pdf | Download v 


Q Q BS of ii 


The examples below show how to rewrite sentences that are too long. 
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About Deborah Meier Brown 

Deborah Meier Brown, a member of the AMWA Pacific-Southwest chapter, is 
a PRAM healthcare and medical writer, as well as a medical communications 
marketer. She holds a B.S. degree in Public Relations, and received a 2012 
Golden Advocate Award for project management and copywriting from the 
Healthcare PR & Marketing Association (HPRMA) of Southern California. 
Brown owns an independent PR consultancy in Orange County, CA. Recent 
projects have included technical writing/editing, ghostwriting and speeches, 
medical/healthcare marketing collateral, and medical animation market analysis. She can be 
reached via dbrownwrite@yahoo.com) or (www.linkedin.com/in/4healthdbrown). 
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SAVE THE DATE! 

2015 AMWA Pac-SW Conference 

May 1 - May 2, 2015 

Courtyard Marriott San Diego, Old Town 
2435 Jefferson St, San Diego 92110 
www.oldtownsandiegoguide.com 


Join us for small-group workshops, networking opportunities and 
provocative conversations with writers, editors, scientists, and other medical 
communicators in fun-filled and historic Old Town, home to numerous food, 
shopping, entertainment and cultural 


venues. 

Here’s a taste of the open sessions: 

• Preparing a Clinical Study Report 

• Setting up a Freelance Business 

• Using Storytelling Skills to Tailor 
Communications for Different Audiences 

• Medical communications careers (panel 
discussion) 



Plus 2 Workshops! 

• Outlining for Writers and Editors (ES/EW/FL) [2007], Sue Hudson 

• Effective Paragraphing (ES/G) [2003], Helen Hodgson 


* 2015 PACIFIC-SOUTHWEST CONFERENCE AWARD # 

Established to support ongoing education of medical writers, the award 
recipient will receive free conference registration. All current/aspiring 
medical writers are welcome to submit an entry. Information and entry form 

coming soon! 


REGISTRATION OPENS JANUARY 2015! 
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Wkal's Up(!) . . . al FDA 

By Amanda Fisher, PhD 

November was a quiet month at the FDA in comparison to October's long list of legal actions and 
drug approvals. Baxter and Aurobindo voluntarily recalled drug products due to labeling and 
packaging issues. There were no drug approvals of new molecular entities or new active ingredients 
in the month of November. The advisory committee meeting schedule is fairly light this month, with 
public meetings on anti-infective drugs and pediatric oncologic drugs and a closed session to review 
an existing investigational drug product. 

Selected FDA Announcements 


Date 

Announcement 

11-17-14 

The FDA released a draft guidance for industry on rare pediatric disease priority review 
vouchers. 1 

11-20-14 

Baxter voluntarily recalled a single lot of Highly Concentrated Potassium Chloride 
Injection, 100 mL due to a mislalbeled concentration on the overpouch and the potential for 
administering an incorrect dose. 2 

11-20-14 

The FDA approved a new dosage form of the extended-release opioid Hysingla ER 
(Purdue Pharma) with several new abuse-deterrent properties that make the tablets 
difficult to crush, break or dissolve. 3 

11-21-14 

Aurobindo Pharma (Dayton, NJ) voluntarily recalled a single lot of Gabapentin Capsules, 
used to treat epilepsy and shingles, because some of the bottles in the lot contain empty 
capsules. 4 

December 2014 Advisory Committee Meetings 
Date Committee 

12-4/5-14 

Anti-Infective Drugs Advisory Committee - Clinical programs and trial designs for 
antibacterial products for patients with serious bacterial infections 5 and an NDA 
submitted by Cerexa 6 

12-11-14 

12-18-14 

Pediatric Oncologic Subcommittee of the Oncologic Drugs Advisory Committee - 
pediatric development of GANETESPIB (Synta Pharmaceuticals), Etirinotecan (Nektar 
Therapeutics), and RO5503781 (Hoffmann-La Roche) 7 

Closed session Joint Meeting of the Bone, Reproductive and Urologic Drugs Advisory 
Committee and the Drug Safety and Risk Management Advisory Committee - 
discussion of further clinical development of an existing investigational drug product 8 

December 2014 Meetings, Conferences, and Workshops 
Date Title 

12-12-14 

Developing and Using Precision Therapies in the "Omics" Era: Generating and 
Interpreting Evidence for Rare Subsets: FDA-UVA co-sponsored workshop, FDA, White 
Oak Campus, New Hampshire 9 


WEBLINKS 

• For additional information on approvals, including labeling revisions, tentative approvals, efficacy supplements with supporting clinical data, 

manufacturing changes or additions, or chemistry; new strength, see http://www.fda.gov/NewsEvents/Newsroom/default.htm [Link] 

• For additional information on recalls, market withdrawals, and safety alerts, see http://www.fda.gov/Safety/Recalls/default.htm [Link] 

• For information on current drug shortages, see http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050792.htm [Link] 

• For information on drugs to be discontinued, see http://www.fda.gov/Drugs/DrugSafety/DrugShortages/ucm050794.htm [Link] 

• For Orange Book drug product list additions or deletions, see http://www.fda.gov/Drugs/lnformationOnDrugs/ucm086229.htm [Link] 

1 http://www.fda.gov/Regulatorylnformation/Guidances/ucm42331 3.htm [Link] 

2 http://www.fda.gov/Safety/Recalls/ucm424248.htm [Link] 

3 http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm423977.htm [Link] 

4 http://www.fda.gov/Safety/Recalls/ucm424470.htm [Link] 

5 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm4201 34.htm [Link] 

6 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm422477.htm [Link] 

7 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm421 987.htm [Link] 

8 http://www.fda.gov/AdvisoryCommittees/Calendar/ucm423311 .htm [Link] 

9 http://www.fda.gov/Drugs/NewsEvents/ucm416622.htm [Link] 
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WUs U P (!) . . . ai EMA 

By Wim D’Haeze, PhD 

EUROPEAN MEDICINES AGENCY (EMA) ALERTS (27 OCT 2014 THROUGH 26 NOV 2014) 

The alerts listed below cover the period from October 27, 2014 through November 26, 2014. Only key 
alerts thought to be of interest to the AMWA community were included; for additional updates and 
details refer to "What’s New" on the EMA website. 

GUIDELINES 

• None to report 

REPORTS/PAPERS 

• None to report 


APPROVALS/REFUSALS 


Compound 

IndicationVUse 

Applicant 

Advice [Note] 

Exviera 3 

In combination with other medicinal products to 
treat chronic hepatitis C in adults 

AbbVie Ltd. 

Positive opinion 

Cosentyx b 

Treatment of moderate to severe plaque 
psoriasis in adults who are candidates for 
systemic therapy 

Novartis 
Europharm Ltd. 

Positive opinion 

o 

> 

a 

o 

Treatment of idiopathic pulmonary fibrosis 

Boehringer 

Ingelheim 

International 

GmbH 

Positive opinion 

Senshio d 

Treatment of moderate to severe symptomatic 
vulvar and vaginal atrophy in post-menopausal 
women who are not candidates for local vaginal 
oestrogen therapy 

Shionogi Ltd. 

Positive opinion 

Zontivity e 

Co-administered with acetylsalicylic acid and, 
where appropriate, clopidogrel, indicated to 
reduce atherothrombotic events in adult patients 
with a history of myocardial infarction 

Merck Sharp & 
Dohme Ltd. 

Positive opinion 

Rasagiline 

RatiopharnV 

Treatment of idiopathic Parkinson’s disease as 
monotherapy (without levodopa) or as adjunct 
therapy (with levodopa) in patients with end-of- 
dose fluctuations 

Teva B.V. 


Viekiraxa 

In combination with other medicinal products to 
treat chronic hepatitis C in adults 

AbbVie Ltd. 

Positive opinion 

Sevelamer 

carbonate 

Zentiva h 

Exhibits a phosphate-lowering effect for 
controlling hyperphosphataemia in adult patients 
on dialysis and in adult patients with chronic 
kidney disease not on dialysis with serum 
phosphorus >1 .78 mmol/l 

Genzyme 
Europe B.V. 

Positive opinion 
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Cerdelga' Long-term treatment of adult patients with Genzyme Positive opinion 

Gaucher disease type 1 (GDI), who are Europe B.V. 

CYP2D6 poor, intermediate, or extensive 

metabolisers 

Otezlai Psoriatic arthritis: Alone or in combination with Celgene Europe Positive opinion 

disease modifying antirheumatic drugs Ltd. 

(DMARDs), to treat active psoriatic arthritis in 
adult patients who have had an inadequate 
response or who have been intolerant to a prior 
DMARD therapy 

Psoriasis: Treatment of moderate to severe 
chronic plaque psoriasis in adult patients who 
failed to respond to or who have a 
contraindication to, or are intolerant to other 
systemic therapy including cyclosporine, 
methotrexate, or psoralen and ultraviolet-A light. 


1 . As per recommended approval 

Note: “positive” or “negative” opinion indicates the Committee for Medicinal Products for Human Use 
(CHMP) adopted a positive or negative opinion in regards of granting the marketing authorization, 
respectively, awaiting a final decision of the European Commission (EC). 


GENERAL ANNOUNCEMENTS 

• Regulatory information - New tool for companies to facilitate maintenance of information on authorized 
medicines. k 

WEBLINKS 

EMA Website - What's New: 

http://www.ema. europa.eu/ema/index.jsp?curl=pages/news_and_events/landing/whats_new.jsp&mid 
=WC0b01ac058004d5c4 [Link] 

a. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003837/smops/Positive/human_smo 

p_000757.jsp&mid=WC0b01ac058001d127 [Link] 

b. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003729/smops/Positive/human_smo 

p_000755.jsp&mid=WC0b01ac058001d127 [Link] 

c. http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003821/smops/Positive/human_smo 

p_000760.jsp&mid=WC0b01ac058001d127 [Link] 

d. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002780/smops/Positive/human_smo 

p_000759.jsp&mid=WC0b01ac058001d127 [Link] 

e. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002814/smops/Positive/human_smo 

p_000750.jsp&mid=WC0b01ac058001d127 [Link] 

f. http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003957/smops/Positive/human_smo 

p_000761.jsp&mid=WC0b01ac058001d127 [Link] 

g. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003839/smops/Positive/human_smo 

p_000756.jsp&mid=WC0b01ac058001d127 [Link] 

h. http://www.ema.eu ropa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003971/smops/Positive/human_smo 

p_000762.jsp&mid=WC0b01ac058001d127 [Link] 

i. http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003724/smops/Positive/human_smop 

_000749.jsp&mid=WC0b01 ac05800 1 d 1 27 [Link] 

j. http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/003746/smops/Positive/human_smop 

_000754.jsp&mid=WC0b01 ac058001 dl 27 [Link] 

k. http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2014/11/news_detail_002208.jsp&mid= 

WC0b01ac058004d5c1 [Link] 
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Safety Sentinels: Pharmacovigilance Issues and News 


Pill Appearance an J Palienl N onaJkerence 


By Ellen Klepack, PharmD 

Is There a Relationship Between Change in Pill Appearance and Patient Nonadherence to a 
Prescribed Treatment Regimen? 


When a patient picks up a prescription refill from 
their pharmacy for a generic medication and the 
appearance of the pill changes (ie, size, shape, 
color) from the previous month, how often and in 
what ways does it change the perceptions that 
the patient has about their medication? 

Studies 12 suggest that variations in pill 
appearance are associated with “nonpersistent” 
medication use and now the FDA plans to study 
this subject in more depth. 

On October 15, 2014, the FDA announced in the 
Federal Register its intent to collect certain 
information via a survey of both pharmacists and 
patients across the country to better 
characterize patients’ perceptions of their drug 
therapy when the physical appearance of their 
medication changes. 3 This is not the first time 
FDA has addressed the topic of generic pill 
appearance changes and adverse patient 
outcomes. In December 2013, it released draft 
guidance for industry entitled Size, Shape, and 
Other Physical Attributes of Generic Tablets and 
Capsules, which highlights important factors for 
generic manufacturers to consider when 
developing a generic version of a brand drug. 4 

According to FDA, generic drugs make up 85% 
of all human prescriptions in the United States. 3 
Currently, generic companies must prove that 
their products are both pharmaceutically and 
therapeutically equivalent to the brand name 
counterpart; however, there are no requirements 
that the generic pill look similar to either the 
brand product or to versions of the same 
medication from other generic companies. It is 
not uncommon for patients, especially on long 
term therapies, to experience changes in the 
appearance of their medications due to a 
pharmacy switch in generic suppliers. 


Surveys will be mailed to a random sample of 
pharmacists across the United States that 
practice community pharmacy and to two 
different patient samples using two different 
methodologies; 1 ) a telephone survey to a 
sample of patients who are 50 years and older 
and take one or more generic medications for at 
least one of the following chronic conditions: 
epilepsy, diabetes, hypertension, hyperlipidemia, 
depression, and HIV; and 2) a sample of 
patients from a propriety research database with 
medical and pharmacy claims linked to health 
insurance enrollment information who have at 
least one chronic condition and have 
experienced a change in the physical 
appearance of their medication. 

The questions on the pharmacist survey will 
focus on the following: 

• Frequency that the pharmacy switches generic 
suppliers 

• Strategies that pharmacists use with patients 
that address differences in the physical 
appearance of the pill 

• Patient response to variations in physical 
appearance of the medication, including what 
types of changes affect patients most often 
(size, shape, color) 

• How often patients report confusion about pill 
appearance 

• How often they ultimately refuse the new 
product 

The survey questions for both patient samples 
will aim to address beliefs about generic drugs, 
outcomes related to changes in pill appearance 
and any strategies that were used by 
pharmacists or doctors that alerted the patient to 
these changes. 
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The Public has until December 15, 2014 to 

comment on the following areas: 

1 ) Whether the information that the FDA plans to 
collect will have practical utility 

2) The accuracy of the estimated burden of the 
proposed collections of information including 
the validity of the methodology and 
assumptions used 

3) Ways to enhance the quality, utility, and clarity 
of the information collected 

4) Ways to minimize the burden of the collection 
of information on the respondents 

The public can comment by going to the 

following website: www.regulations.gov. 

Sources 

1. Kesselheim AS, MisonoAS, Shrank WH, et.al. 

Variations in pill appearance of antiepileptic drugs and 
the risk of nonadherence. JAMA Intern Med. 

201 3; 1 73(3):202-208. 

doi: 1 0. 1 001/201 3.jamainternmed. 997. 


2. Kesselheim AS, Bykov K, Avorn J, Tong A, Doherty M, 
Choudhry N. Burden of changes in pill appearance for 
patients receiving generic cardiovascular medications 
after myocardial infarction. Ann Intern Med. 
2014;161(2):96-103. doi: 10. 7326/M 13-2381. 

3. Agency information collection activities: proposed 
collection; comment request; survey of pharmacists 
and patients; variations in the physical characteristics 
of generic drug pills and patients’ perceptions [notice]. 
Federal Register. 2014;79(199):61872-61873. 

http ://www. g po . gov/fd sys/pkg/F R-20 1 4- 1 0- 1 5/pdf/20 1 4- 
24365.pdf. Published October 15, 2014. Accessed 
November 26, 2014. 

4. US Food and Drug Administration. Guidance for 
industry size, shape, and other physical attributes of 
generic tablets and capsules [draft guidance]. 
http://www.fda.gov/downloads/drugs/guidancecomplian 
ceregulatoryinformation/guidances/ucm377938.pdf. 
Published December 2013. Accessed November 26, 
2014. 


International Publication Planning Assoc. Meeting 

Defining the Role of Publication Planning in on Increasingly Global, Transparent and Data-Driven World 


February 9-10, 2015 San Diego, CA 


www.healthcare-conferences.com/conference.aspx?ccode=P712 



OPTIMIZING SCIENTIFIC VALUE: 

SMART AND SYSTEMATIC 
APPROACHES TO MEDICAL 
PUBLICATIONS 


April 27-99, 201 5 * Arlington, VA, USA 


www.ismpp.org/annual-meeting 
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Mentors Wanted! Or Maybe Not 

By Lana Christian, CreateWrite® Inc. 


A recent AMWA Linkedln post titled “Mentors 
wanted!” drew scores of “me too” comments from 
healthcare professionals wanting to transition to 
medical writing. Scrolling through the comments, I 
saw many variations on “help me get experience” 
and “help me network.” 

Their brief posts couldn’t tell the whole story behind 
their efforts up to that point. There was little 
indication of, “I’ve looked into this; I’ve tried that, but 

I’m having a hard time with .” Asking for help is 

laudable. But do they need mentors? 


• Do your answers point to needing a coach or a 
mentor? 

It’s easy to say “I need a mentor” before self- 
assessing. Moreover, we may seek the wrong kind of 
help because we don’t know the difference between 
a coach and a mentor. 

#3: Coach or mentor? 

Virtually all the respondents in the AMWA post 
needed a coach, not a mentor. What’s the 
difference? And why does it matter? 


Mentoring isn’t a panacea for every professional 
need. Also, you may or may not need a mentor. How 
can you tell? Here’s a four-step plan. 

#1: Be proactive. 

As the joke goes, a surgeon says to a medical writer, 
“When I retire, I’ll take up medical writing.” The 
medical writer replies, “When I retire, I’ll take up 
surgery.” 

Of course you wouldn’t wake up one day, decide to 
be a surgeon, then immediately park yourself in the 
office of the chief of surgery and expect the chief to 
turn you into a surgeon. So why think that about 
medical writing? 

Put another way: if you wanted to bend it like 
Beckham, then you’d seek out an ace who could 
teach you how to drill a soccer ball into the far corner 
of the net every time. BUT finding that perfect coach 
would be predicated on your previous concerted 
effort to gain said skills — then asking for help to take 
those skills to the next level. Proactively trying before 
asking helps you with step 2. 

#2: Define your needs. 

Before you ask for help, ask yourself some 
questions: 

• What are you passionate about and why? 

• What are your short- and long-term goals? 

• What are your current needs? Knowledge gaps? 
Skill gaps? 

• What can you get from resources like AMWA 
seminars and other places? 

• What do you feel you can’t get easily from a 
source other than a coach or mentor? 


Let’s break it down. 


COACHING 

MENTORING 

Skill oriented 

Progress oriented 

Goal: Learn how to do 
certain tasks 

Goal: Develop wisdom 
and understanding to 
apply knowledge across a 
wide range of situations 

One-way learning: coach 
to student 

Two-way learning: mentor 
and mentee 

Duration: Usually short- 
term 

Duration: Usually long- 
term 

Feedback: Explicit; 
includes how to correct 
errors you make 

Feedback: Implicit; gives 
you the tools to work 
things out for yourself 

Overall: A roadmap for 
getting from A to B 

Overall: A compass to 
steer your efforts long-term 


Being a good medical writer starts with being a good 
writer — not being good at medical writing. The task 
(skill) of writing can be improved with intentional 
practice. 

Granted, you also need to acquire certain “medical” 
skills for medical writing. One is learning how to 
pound PubMed and other databases. Another is 
referencing. 

A coach can help you with all such task/skill-oriented 
learning. 

All the posts about wanting to find opportunities/ 
experience in medical writing fell under the umbrella 
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of coaching. Coaching can be culled from webinars, 
conferences, classes, tutorials — or a person, if other 
venues can’t fill your bill. 

In contrast, a mentor is a person who can help you 
develop business skills to become a successful full- 
time freelancer. 

Still confused about coaching vs. mentoring? Take 
Eli Lilly. Virtually everyone on the planet recognizes 
the name of that pharmaceutical giant. What you 
likely don’t know is the coaching and mentoring that 
molded the man who started that household name. 
Lilly had already failed in a farming venture when he 
aligned himself with a pharmacist named Henry 
Lawrence. Lawrence coached Lilly in chemistry and 
how to make drugs. Lawrence mentored Lilly in good 
business practices, entrepreneurship, problem- 
solving, and their joint penchant for philanthropy. 
Coaching made Lilly a great pharmacist. But 
mentoring enabled him to rock the world. Lawrence 
challenged Lilly in progressive practices, which led 
Lilly to develop an automated process for filling 
capsules — a variation of which is still in use today. 

So, do you need a coach or a mentor? 

#4: Make it a win-win. 

If you determine that you need a mentor, it needs to 
be a win-win, with both the mentee and the mentor 
benefiting from the relationship. How does that 
happen? Both need to be committed to: 

• Learning from each other 

• Open communication 

• Creative thinking 

• Asking questions 

• Respecting each other’s time 

• Recognizing each other’s individuality, potential 
biases and roadblocks 

• Extending each other’s contributions beyond 
those conversations 

Respecting the mentor’s time is huge, especially with 
medical writers because many of them don’t have 
guaranteed income. Not everything in life is done for 
money, but mentoring can cut into a person’s 
revenue potential. The point is that mentoring isn’t 
open-ended — it needs boundaries. So: 

• Set clear goals and expectations before you first 
meet. This does two things for you: 

° Matches your needs with a mentor’s expertise so 
you can find the right “fit” 


° Helps you stay focused during your phone calls, 
e-mails, and face-to-face meetings 

• Schedule times to talk or meet — and keep that 
schedule just like you would with a client. 

• Ask yourself what you can bring to the table in a 
mentoring relationship. 

That last item may be a head-scratcher. But think 
about it. Say your passion is writing for neurology. If 
that’s not your mentor’s forte, can you help your 
mentor learn more about that therapeutic area (or 
learn enough about your expertise in that area to feel 
comfortable referring such jobs to you in the future)? 
Can you help the mentor increase their social media 
presence? Think creatively. 

Finally, pay it forward. If someone gives you a leg up 
in helping you realize your passions and dreams, do 
the same for someone else. As Winston Churchill put 
it, “We make a living by what we get, but we make a 
life by what we give.” 

So, to summarize: 

• Define what you need. 

• Do your homework to find where you can get help. 

• Determine if you need a coach or a mentor. 

• Identify what you can/can’t attain without a 
mentor. 

• Ask what you can bring to the table for a win-win 
mentorship. 

• Then seek out the best available resource(s) that 
most closely match your needs. 

It’s like matching two pieces of a puzzle. 


About Lana Christian: 

Lana Christian is a member of AMWA 
Northwest Chapter. She has spent most 
of her professional life working in and 
writing for health care. After a lengthy 
career working in tertiary hospitals, she 
founded CreateWrite Inc. in 2005 and has been 
engaged in medical writing full-time ever since. Her 
expertise runs the gamut of marketing, educational, 
scientific, and technical writing for print, audiovisual 
and digital media. She can be reached at 
lanac@createwrite.com. 
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Meeting report 


October A.M W A.-SDRA.N J oinl Program: Project Management 
from tbe Medical Wr iter's an J ike P roject Manager's Perspective 

By Sunitha Rangaraju, PhD 


“Project Management is an art not a chart!” was 
the concluding slide and take-home message of 
this thought-provoking meeting and networking 
event, co-organized by the Pacific-Southwest 
Chapter of AMWA and the San Diego 
Regulatory Affairs Network, in October. The two 
speakers of the program, Michael G. Baker, PhD 
and Rachel Hernandez, PMP shared their vision 
and several years of expertise in planning, 
managing and submitting regulatory documents 
for a New Drug Application (NDA) submission. 

In the first part of the meeting, Dr. Baker 
summarized the NDA structure and CTD 
pyramid, pointing to challenges in authoring and 
managing internal review of documents that 
make up an NDA, and strategies for preparing 
and executing an NDA submission to FDA-- all 
from the perspectives of regulatory writers, 
project managers and senior management. He 
pointed out the key challenges for project 
management in developing a strategy (with 
senior management), procedure, timely 
communication between teams, and making 
sure that the resources and time are properly 
allocated to the NDA submission project. As Dr. 
Baker highlighted, nurturing team-based 
environment as well as addressing the 
interdependencies and complex nature of 
executing the project, always with the big picture 
in mind, are extremely important. 

Dr. Baker introduced the audience to useful tools 
he developed using Microsoft Visio software for 
tracking progress, mapping regional, quality, 
safety and efficacy structural modules in the 
CTD pyramid. He fittingly called this mapping of 
individual documents’ completion progress 
method as “strategic messaging,” since it 


allowed a big picture overview of progress 
across multiple modules and thus, enabling 
earlier gap analysis, reallocation of resources (if 
needed), and cohesive submission process. 

In the second part of the meeting, Ms. 
Hernandez complemented Dr. Baker’s 
presentation building upon the art of balancing 
human factors and business requirements for 
project success. She discussed the challenges a 
project manager faces while walking the tight 
rope of managing a project, and how a project 
manager can drive a project to success by 
encouraging a collaborative approach between 
cross-functional teams, practicing emotional 
intelligence in leading, influencing and decision- 
making processes, acquiring the right team, 
training the project team, building trust, 
identifying and engaging the right stakeholders, 
recognizing sources of conflicts, managing 
conflicts to achieve win-win resolutions, and 
enabling incremental flexible approaches to 
making changes in the organization. She said 
that a good project manager is an effective 
leader and a “Renaissance person” who can 
orchestrate all of these aspects, while being 
mindful of ethical and social responsibilities. 

Ms. Hernandez demonstrated the use of the 
Power and Influence matrix, the Responsibility 
Assignment Matrix (RAM) and the Responsible 
Accountable Consult Inform (RACI) matrix for 
effectively identifying and engaging 
stakeholders; a stakeholder is anyone who can 
positively or negatively influence the project. 
Once the stakeholders are identified, managing 
communication channels becomes critical for 
managing stakeholders’ expectations and 
project’s progress. She also provided tools to 
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calculate the optimum number of communication 
channels one should have in a project. Last, it is 
important to develop and manage a 
communication plan for overall project success. 

The entire program was designed to be highly 
interactive and both presenters engaged the 
audience to share their thoughts, challenges- 
faced and anecdotes from their professional 
experiences, leading to stimulating discussions. 
The meeting also spurred networking 
opportunities between the presenters, the 
participants and the organizers. In all, the 
program was an enriching learning experience 
and it was a Saturday afternoon spent well. 


About Sunitha Rangaraju, PhD 

Sunitha Rangaraju, PhD is 
researcher at The Scripps 
Institute in La Jolla, California. 
She is a member of the San 
Diego Regulatory Affairs 
Network (SDRAN) and a former 
member of AMWA. Her research interests are in 
investigating neurodegenerative disease 
mechanisms and developing therapeutic 
approaches for diseases using high-throughput 
screening, target identification and target 
validation technologies. 



She can be reached by email 
(sunitha.rangaraju@gmail.com) or via Linkedln 
(https://www.linkedin.com/in/sunitharangaraju) 
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December 2014 J ob Listing 

Compiled by Irene Yau, PhD, Allergan, Inc. 


Senior Regulatory Writers 

Synchrogenix Information Strategies, San Diego 

Medical Writer, 

BrandKarma, Irvine 

Clinical Medical Writer 

Randstad Pharma, West Lake Village 

Medical Writer 

Samumed, San Diego 

Medical Writer, Transcatheter Heart Valve 

Edwards Lifesciences, Irvine 

Sr. Medical Writer - Publications 

Intercept Pharmaceuticals, San Diego 


Merry Christmas and Happy Holidays everyone! This is my last Job Synopsis as I am stepping 
chapter’s Employment Coordinator. It has been such a great experience being in this position, 
pleasure of speaking with some of you about finding a career in Medical Writing after graduate 
sharing tips on job searching, interviewing, and career growth in the Career Corner columns in 
Postscripts. 

If any of you are interested in becoming AMWA Pacific Southwest chapter’s new Employment Coordinator, 
please contact Donna Simcoe donna@amwa-pacsw.org or interested in contributing to Career Corner 
columns, please contact Ajay Malik ajay@amwa-pacsw.org 
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Rudolpk ike Recl-N ose d Reind eer 



Rudolf who will be piloting Santa's sleigh bringing presents to millions of children 
around the world in a few weeks is a recent creation. It was created by Robert 
L. May for his employer, Montgomery Ward, a Chicago-based Toy store, in 1939. 


Montgomery Ward distributed copies of Rudolf storybook to children during 
Christmastime and by 1946 had distributed 6 million copies. Since Robert May's 
creation was "work for hire", he did not make any money, and by late 1940s was 
in deep debt following his wife's death from cancer. Montgomery Ward's 
corporate president, Sewell Avery, in an unprecedented act of generosity, turned 
over all rights to Rudolf character to Robert May. With May at the helm, the 
Rudolf franchise took off filling the airways and media leaving no doubts in the 
imagination of children everywhere. 

Source (including picture) 

http://www.snopes.com/holidays/christmas/rudolph.asp 

— Editor 
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